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(i) Name of the pregnant individual 
or the nursing child who is the subject 
of the event; and 

(ii) Social security number or other 
identification number, if one has been 
assigned, of the pregnant individual or 
the nursing child who is the subject of 
the event; and 

(2) Provide a copy of the annotated 
report to the referring physician, if 
other than the licensee, no later than 
15 days after the discovery of the 
event. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 58805, Oct. 10, 2003] 

§ 35.3067 Report of a leaking source. 
A licensee shall file a report within 5 

days if a leak test required by § 35.67 re-
veals the presence of 185 Bq ( 0.005 µCi) 
or more of removable contamination. 
The report must be filed with the ap-
propriate NRC Regional Office listed in 
§ 30.6 of this chapter, by an appropriate 
method listed in § 30.6(a), with a copy 
to the Director, Office of Nuclear Mate-
rial Safety and Safeguards. The writ-
ten report must include the model 
number and serial number if assigned, 
of the leaking source; the radionuclide 
and its estimated activity; the results 
of the test; the date of the test; and the 
action taken. 

[67 FR 20370, Apr. 24, 2002, as amended at 68 
FR 58805, Oct. 10, 2003] 

Subpart N—Enforcement 

§ 35.4001 Violations. 
(a) The Commission may obtain an 

injunction or other court order to pre-
vent a violation of the provisions of— 

(1) The Atomic Energy Act of 1954, as 
amended; 

(2) Title II of the Energy Reorganiza-
tion Act of 1974, as amended; or 

(3) A regulation or order issued under 
those Acts. 

(b) The Commission may obtain a 
court order for the payment of a civil 
penalty imposed under Section 234 of 
the Atomic Energy Act: 

(1) For violations of— 
(i) Sections 53, 57, 62, 63, 81, 82, 101, 

103, 104, 107, or 109 of the Atomic En-
ergy Act of 1954, as amended; 

(ii) Section 206 of the Energy Reorga-
nization Act; 

(iii) Any rule, regulation, or order 
issued under the sections specified in 
paragraph (b)(1)(i) of this section; 

(iv) Any term, condition, or limita-
tion of any license issued under the 
sections specified in paragraph (b)(1)(i) 
of this section. 

(2) For any violation for which a li-
cense may be revoked under Section 
186 of the Atomic Energy Act of 1954, as 
amended. 

§ 35.4002 Criminal penalties. 
(a) Section 223 of the Atomic Energy 

Act of 1954, as amended, provides for 
criminal sanctions for willful violation 
of, attempted violation of, or con-
spiracy to violate, any regulation 
issued under sections 161b, 161i, or 161o 
of the Act. For purposes of Section 223, 
all the regulations in 10 CFR part 35 
are issued under one or more of sec-
tions 161b, 161i, or 161o, except for the 
sections listed in paragraph (b) of this 
section. 

(b) The regulations in 10 CFR part 35 
that are not issued under subsections 
161b, 161i, or 161o for the purposes of 
Section 223 are as follows: §§ 35.1, 35.2, 
35.7, 35.8, 35.12, 35.15, 35.18, 35.19, 35.65, 
35.100, 35.200, 35.300, 35.4001, and 35.4002. 

PART 36—LICENSES AND RADI-
ATION SAFETY REQUIREMENTS 
FOR IRRADIATORS 

Subpart A—General Provisions 

Sec. 
36.1 Purpose and scope. 
36.2 Definitions. 
36.5 Interpretations. 
36.8 Information collection requirements: 

OMB approval. 

Subpart B—Specific Licensing 
Requirements 

36.11 Application for a specific license. 
36.13 Specific licenses for irradiators. 
36.15 Start of construction. 
36.17 Applications for exemptions. 
36.19 Request for written statements. 

Subpart C—Design and Performance 
Requirements for Irradiators 

36.21 Performance criteria for sealed 
sources. 

36.23 Access control. 
36.25 Shielding. 
36.27 Fire protection. 

VerDate Aug<04>2004 11:52 Jan 27, 2005 Jkt 205030 PO 00000 Frm 00609 Fmt 8010 Sfmt 8010 Y:\SGML\205030T.XXX 205030T



610 

10 CFR Ch. I (1–1–05 Edition) § 36.1 

36.29 Radiation monitors. 
36.31 Control of source movement. 
36.33 Irradiator pools. 
36.35 Source rack protection. 
36.37 Power failures. 
36.39 Design requirements. 
36.41 Construction monitoring and accept-

ance testing. 

Subpart D—Operation of Irradiators 

36.51 Training. 
36.53 Operating and emergency procedures. 
36.55 Personnel monitoring. 
36.57 Radiation surveys. 
36.59 Detection of leaking sources. 
36.61 Inspection and maintenance. 
36.63 Pool water purity. 
36.65 Attendance during operation. 
36.67 Entering and leaving the radiation 

room. 
36.69 Irradiation of explosive or flammable 

materials. 

Subpart E—Records 

36.81 Records and retention periods. 
36.83 Reports. 

Subpart F—Enforcement 

36.91 Violations. 
36.93 Criminal penalties. 

AUTHORITY: Secs. 81, 82, 161, 182, 183, 186, 68 
Stat. 935, 948, 953, 954, 955, as amended, sec. 
234, 83 Stat. 444, as amended (42 U.S.C. 2111, 
2112, 2201, 2232, 2233, 2236, 2282); secs. 201, as 
amended, 202, 206, 88 Stat. 1242, as amended, 
1244, 1246 (42 U.S.C. 5841, 5842, 5846). 

SOURCE: 58 FR 7728, Feb. 9, 1993, unless oth-
erwise noted. 

Subpart A—General Provisions 

§ 36.1 Purpose and scope. 
(a) This part contains requirements 

for the issuance of a license author-
izing the use of sealed sources con-
taining radioactive materials in 
irradiators used to irradiate objects or 
materials using gamma radiation. This 
part also contains radiation safety re-
quirements for operating irradiators. 
The requirements of this part are in 
addition to other requirements of this 
chapter. In particular, the provisions of 
parts 19, 20, 21, 30, 71, 170, and 171 of this 
chapter apply to applications and li-
censes subject to this part. Nothing in 
this part relieves the licensee from 
complying with other applicable Fed-
eral, State and local regulations gov-
erning the siting, zoning, land use, and 

building code requirements for indus-
trial facilities. 

(b) The regulations in this part apply 
to panoramic irradiators that have ei-
ther dry or wet storage of the radio-
active sealed sources and to under-
water irradiators in which both the 
source and the product being irradiated 
are under water. Irradiators whose dose 
rates exceed 5 grays (500 rads) per hour 
at 1 meter from the radioactive sealed 
sources in air or in water, as applicable 
for the irradiator type, are covered by 
this part. 

(c) The regulations in this part do 
not apply to self-contained dry-source- 
storage irradiators (those in which 
both the source and the area subject to 
irradiation are contained within a de-
vice and are not accessible by per-
sonnel), medical radiology or tele-
therapy, radiography (the irradiation 
of materials for nondestructive testing 
purposes), gauging, or open-field (agri-
cultural) irradiations. 

§ 36.2 Definitions. 
Annually means either (1) at inter-

vals not to exceed 1 year or (2) once per 
year, at about the same time each year 
(plus or minus 1 month). 

Doubly encapsulated sealed source 
means a sealed source in which the ra-
dioactive material is sealed within a 
capsule and that capsule is sealed with-
in another capsule. 

Irradiator means a facility that uses 
radioactive sealed sources for the irra-
diation of objects or materials and in 
which radiation dose rates exceeding 5 
grays (500 rads) per hour exist at 1 
meter from the sealed radioactive 
sources in air or water, as applicable 
for the irradiator type, but does not in-
clude irradiators in which both the 
sealed source and the area subject to 
irradiation are contained within a de-
vice and are not accessible to per-
sonnel. 

Irradiator operator means an indi-
vidual who has successfully completed 
the training and testing described in 
§ 36.51 and is authorized by the terms of 
the license to operate the irradiator 
without a supervisor present. 

Panoramic dry-source-storage irradiator 
means an irradiator in which the irra-
diations occur in air in areas poten-
tially accessible to personnel and in 
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